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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Grimmett et al. WO 95/28148. 

Grimmett discloses a pharmaceutical formulation comprising a core containing 
clavulanate, a coating over the core, a casing layer containing amoxicillin, and an over 
coating layer (Fig. 1; abstract; and page 2, lines 1-8, 30-31; and page 5). The ratios of 
amoxicillin and clavulanate are between 30:1 to 1:1 and 12:1 to 2:1 (page 2, lines 9-11). 
Grimmett further discloses a process for preparing the formulation comprising 
compressing the core, coating the core, introducing the coated core to in a mass of the 
granulated casing materials (page 3, lines 13-21; page 4, lines 32 through page 5, lines 
1-24). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ebbers et al. WO 95/20946, in view of Faour et al. US 6,004,582. 

Ebbers teaches a bilayered tablet comprising a fist layer includes amoxicillin 
and/or clavulanate, and a second layer includes amoxicillin and/or clavulanate 
(abstract). Ebbers further teaches it is desirable to prepare tablet with one layer 
containing amoxicillin without clavulanate and the other layer may contain clavulanate 
without amoxicillin (page 2, lines 25-27; page 7, lines 36-38). The ratios of amoxicillin 
and clavulanate are between 30:1 to 1:1 and 8:1 to 1:1 (page 2, lines 13-17). The tablet 
further comprises a barrier layer between the first and second layer (page 3, lines 36- 
37). Ebbers also teaches the tablet is covered with a protective coating layer (page 6, 
lines 26-33). The tablet is prepared by known compression tabletting techniques (page 
9, lines 31 through page 10, lines 1-38). 

It is noted that Ebbers does not explicitly teach tablet having a core and an outer 
layer. Faour teaches a multi-layered device comprising a core containing first active 
agent, and coating layer surrounding the core comprising second active agent that is 
different from the first active agent (Fig. 2; column 6, lines 1 1-53; and column 9, lines 
29-37). Thus, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify the layer tablet of Ebbers using the core layer tablet 
in view of the teachings of Faour, because Faour teaches layer tablets that provide 
controlled release of first active agent in the core and an immediate release of a second 
active layer surrounding the core, because Faour teaches an improved multi-layer tablet 
that overcomes many of the disadvantages in the related prior art devices (column 3, 
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lines 30-48), and because Ebbers teaches the desirability of obtaining layer tablets to 
control the release rates of two different active agents. 

Response to Arguments 

Applicant's arguments filed 1 1/06/06 have been fully considered but they are not 
persuasive. 

Applicant argues that Grimmett teaches amoxicillin should be present in both, the 
core and the casing layer, and clavulanate can be contained in either the core or the 
casing layer or both. In contrast to Grimmett, the present invention requires that 
clavulanate is contained in the core and amoxicillin is contained In the outer layer 
surrounding the core. 

Contrary to the applicant's arguments, applicant's attention is called to page 2, 
lines 30-31 , where Grimmett specifically discloses "a// of the clavulanate contained in 
the core, with none of the clavulanate contained in the casing layer". Accordingly, 
Grimmett teaches the claimed dosage form. 

Applicant argues that due consideration and weight must be given to whether or 
not the prior art exemplifies the claimed invention by working examples. 

However, applicant's argument is not persuasive at least for the following 
reasons: 

1 ) as stated above, Grimmett clearly discloses a core that contains nothing other 
than clavulanate, and a casing layer that does not contain any clavulanate; 
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2) Grimmet is relied upon for the teachings within the four-wall patent, Grimmet 
cannot be limited to his best mode invention as disclosed in the examples; and 

3) the present claims do not preclude the present of other active agents in both 
the core and the casing layer. 

Accordingly, the 102(b) rejection over Grimmett is maintained. 

Applicant argues that Ebbers discloses only a simple bi-layered tablet, and does 
not teach or suggest the "cored tablet" of the present invention. In response to 
applicant's arguments against the references individually, one cannot show 
nonobviousness by attacking references individually where the rejections are based on 
combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 
1981); /n re Merck & Co., 800 F. 2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 

Applicant argues that Faour cannot remedy the deficiencies of Ebbers because 
Faour teaches the core is separated from the external coating by a water soluble 
polymer coating comprising poly(vinylpyrrolidone)-(vinyl acetate) copolymer. 

However, in response to applicant's argument, the test for obviousness is not 
whether the features of a secondary reference may be bodily incorporated into the 
structure of the primary reference; nor is it that the claimed invention must be expressly 
suggested in any one or all of the references. Rather, the test is what the combined 
teachings of the references would have suggested to those of ordinary skill in the art. 
See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981). Furthermore, the 
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transitional language recited in the present claims does not preclude additional coating 
layer(s). 

Accordingly, the 103(a) rejection over Ebbers in view of Faour is maintained. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing.date of this final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Tran whose telephone number is (571) 272- 
0606. The examiner can nomnally be reached on Monday through Thursday 6:00 am to 
4:30 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571 ) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Sen/ice Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



273-8300. 




AU 1615 



